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Questions for the Committee

VOTE: Has the Applicant provided substantial evidence of the efficacy and safety of 75
mg three times daily of AZLI for the requested indication of improvement of respiratory
symptoms and pulmonary function in cystic fibrosis patients with Pseudomonas
aeruginosa? In your response, discuss the rationale for your answer.

a. If you voted YES, are there any specific issues that should be addressed in
labeling?

b. If you voted NO, what additional information is necessary?

VOTE: Has the applicant identified the correct dose and regimen for AZLI for the
requested indication? In your response, discuss the rationale for your answer and discuss

if there is any additional information that should be generated regarding the dose and
regimen.



